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2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 1,3-9 and 25 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 

6) IEI Claim(s) 1. 3-9. 25 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
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DETAILED ACTION 

Claim Objections 

1 . Claim 25 is objected to because of the following informalities: Claim 25 appears 
to be amended but is not designated in the parentheses preceding the claim. As such, 
examiner is examining the claim as amended. Appropriate correction is required. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. Claims 1 and 3 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kwaan (US 4532969) in view of Lynn (US 5167656). 

• Regarding claim 1 , Kwaan teaches a biologic fluid sampling device 
comprising a biologically compatible reservoir having an interior chamber 

(15) for receiving a biologic fluid, a fluid egress port (16), and a fluid a 
needle (12) in fluid communication with said chamber through said fluid 
egress port (16), and a valve (3) interposed between said chamber and 
said needle whereby flow of biologic fluid from said chamber through said 
needle may be selectively controlled and a rigid base (10) supporting said 
valve (3) said base (10) being directly and rigidly coupled to said reservoir 

(16) and to said needle (12) and supporting said needle in fixed 
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relationship with respect to said reservoir (Figures 5A-B, 6). Kwaan 
doesn't expressly teach a fluid access port on the reservoir. However, 
Lynn teaches a fluid sampling device in which additional fluid reservoirs 
(22) (24) are attached to the primary reservoir (12) via a fluid access port 
(20) (Figure 1 ). It would have been obvious to one of ordinary skill in view 
Lynn to provide an inlet port in the reservoir of Kwaan in order to add or 
remove fluid from the reservoir. 

• Regarding claim 3, Kwaan teaches the rigid base has at least one sidewall 
(2) coupled to said base (1) (Figure 1). 

4. Claims 4-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kwaan modified by Lynn as applied to claim 1 above, and further in view of Danby et al 
(US 4725269). 

• Regarding claim 4, Kwaan modified by Lynn teaches any known valve 
component can be used (column 25-28, Lynn) but doesn't expressly teach 
the valve to be a crimp valve. However, Danby teaches a crimp valve 
assembly having a rigid base (4) and sidewall (2) supporting the valve and 
coupled to a reservoir area (interior of the device) with a central beam 
(216) extending generally linearly from the fluid egress port and capable of 
being coupled to a needle (212) and supporting it in a fixed relationship 
relative the reservoir (Figures 1 and 15) which uses a pinch valve for 
precise manual flow control (column 1, lines 10-15). It would have been 
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obvious in view of Danby to provide a pinch valve clamping device in 
Kwaan modified by Lynn in order to provide precise manual flow control. 

• Regarding claim 5, Danby's device has a flexible tube (208) extending 
along the central beam from said fluid egress port wherein said valve 
comprises an arm (28) pivotally (6) connected to said rigid connector and 
extending across the tube and central beam (when closed) such that said 
tube can be compressed (60) between said beam and said arm by 
movement of said arm (Figures 2, 6). 

• Regarding claims 6-7, Danby's arm has a fixed end (at hinge 6) and a 
moveable end (at 24) and said device further comprises a bracket or 
opposing latches (20, 22) mounted on said connector (4), said moveable 
end of said arm (28) being connected to said bracket (when closed) and a 
hinge mounted on said connector (6) (Figures 2, 6). 

• Regarding claim 8, Danby's device comprises a ridge extending along 
said arm (point 229) configured to selectively press (60) against said tube 
(Figure 2, 15). 

5. Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over Kwaan 
modified by Lynn as applied to claim 1 above, and further in view of Coburn (US 
4932418). 

• Regarding claim 9, Kwaan modified by Lynn doesn't expressly teach a 
bottle adapter connected to the valve. However, Coburn teaches a bottle 
adapter (41 ) surrounding a needle (21 ) of a sampling device in order to fit 
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the needle to a vial (35) or safely store the needle (55) (Figures 1 0-1 1 ). It 
would have been obvious in view of Coburn to provide a bottle adapter on 
the needle of Kwaan modified by Lynn to enable the needle to connect to 
vials securely or safely store the needle when not in use. 

6. Claim 25 is rejected under 35 U.S.C. 103(a) as being unpatentable over Kwaan 
modified by Lynn as applied to claim 1 above, and further in view of Richmond (US 
6068617). 

• Regarding claim 25, Kwaan modified by Lynn teaches a fluid product bag 
(12) and a tube (28) connecting the bag (12) to the fluid access port of the 
reservoir (32) but doesn't expressly teach how the bag and tube are 
connected (Figure 1 Lynn). However, Richmond teaches a tube (51) 
connecting to a bag (38) with a frangible valve (54) interposed in the tube 
to permit selective fluid access to a receptacle (20) (Figures 1 , 2A-B). It 
would have been obvious in view of Richmond to one of ordinary skill in 
the art to provide the connection means of Kwaan modified by Lynn to 
secure the tubing to the fluid product bag. 

Response to Arguments 

7. Applicant's arguments filed 1/5/10 have been fully considered but they are not 
persuasive. The Kwaan reference has been added to overcome the amendment of 
direct and rigid coupling in claim 1 as referenced above. Danby teaches a central beam 
or the central area that the tubing can follow extending along (8) - (12) with (28) forming 
a segment against which the tube can be compressed (Figure 2). With regards to claim 
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5, the pressure plate is part of the arm which moves to cut off flow in the tube. With 
regards to claims 6-7, examiner thanks applicant for point out that (229) was the point 
being referred to. 

Conclusion 

8. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Renee Danega whose telephone number is (571)270- 
3639. The examiner can normally be reached on Monday through Thursday 8:30-5:00 
eastern time. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

RAD 

/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



